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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

1 . The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

2. Claim 1-5,9-11, 14-15 & 21 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Beccerra et al. (US Patent No. 2002/0042563 A1) and further in view of 
Lariviere et al. (William R. Lariviere, Elissa J. Chesler, and Jeffrey S. Mogil. "Transgenic 
Studies of Pain and Analgesia: Mutation or Background Genotype?". J. Pharmacol. Exp. 
Ther., May 2001 ; 297: 467 - 473; enclosed herein). 

Claim 1-3, 6-7, 14, 16-17, 22-26, 32-33, 36-35, 42-43, 46, 48-49, 50 & 53: Beccerra 
teaches a method for identifying a target for analgesic therapy (Page 2, Para 0013 & 
0016, Page 19, Para 0232 & Page 39, Para 0469). Beccerra teaches providing a first 
and a second non-human subject (Page 14, Para 0179). Beccerra teaches performing 
an fMRI on the brain of said first and second subjects during or following administration 
of a painful stimulus (Page 38, Para 0457-0460). Beccerra teaches comparing the 
results of said fMRI on the brain of said first subject with the results of said fMRI on the 
brain of said second subject to identify a brain region that is differentially activated in 
response to said painful stimulus, said brain region being a target for analgesic therapy 
(Page 14, Para 0179, Page 39, Para 0462 - 0464). Beccerra teaches a method, 
wherein said method further comprises the steps of administering an analgesic (Figure 
16, Element 1606). Beccerra teaches performing a second fMRI on the brain of said 
first and second subjects during or following a second administration of said painful 
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stimulus (Figure 16, Element 1612 & 1616). Berrecca teaches comparing the results of 
said second fMRIs to identify a brain region that is differentially activated in response to 
said painful stimulus in the presence of said analgesic, said brain region being a target 
for analgesic therapy (Page 14, Para 0178, Page 38, Para 0459 & Page 39, Para 0462 
- 0464 & 0469). Beccerra teaches the use of human and animal test subjects (Page 
14, Para 0179) but fails to teach the subjects require a having a genetic-based 
difference in nociception. However, Lariviere explains that examining transgenic (Page 
467-468, Construction of Knockout Mice) non-human subjects against pure background 
non-human subject, one could understand the complex relationship between the 
"normal" strain and the susceptible strain (Page 472, Right Column). It would have 
been obvious to one of ordinary skill in the art to modify the method of Beccerra to 
include the test subject as taught by Lariviere in order to avoid the problems of 
hitchhiking donor gene and epistasis that can negatively affect the accuracy of the result 
(Page 468). 

Claim 3, 24 & 34: Beccerra teaches a method, wherein, prior to, simultaneous with, or 
following administration of said painful stimulus, an analgesic is administered to said 
first subject and said second subject and, in comparing the results, said brain region is 
differentially activated in response to said painful stimulus, said analgesic, or both (Page 
25, Para 0298 & Page 38, Para 0458). 

Claim 4-5 & 15: Beccerra teaches a method, wherein said method further comprises 
the step of assessing gene expression in said target brain region identified in step of 
comparing results to further identify a gene or gene product that is differentially 
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expressed, wherein said differentially expressed gene or gene product is a target for 
analgesic therapy (Page 38, Para 0458 & Page 39, Para 0465 & 0469). 
Claim 8 & 18: Beccerra teaches using animals as subjects (Page 14, Para 0179) and 
teaches the experiment being adapted for testing gene products or therapies (Page 1 , 
Para 0004, Page 19, Para 0232, Page 25, Para 0295 & Claim 23). Beccerra does not 
specifically mention wherein said first subject and said second subject are rodents with 
of different strains such as 129P3, A, AKR, BALB/c, C3H/He, C57BL/6, C57BL/10, C58, 
CBA, DBA/2, RIMS, SM, LP, SJL, and SWR. However, Lariviere teaches using DBA/2 
strain for studies of nociception since its phenotype is consitently moderate (Page 471 , 
Last Right Paragraph - Page 472, Left Paragraph). 

Claim 9-11, 27-29 & 37-39: Beccerra teaches a method, wherein said painful stimulus 
is an acute pain stimulus. Beccerra teaches a method, wherein said painful stimulus is 
a chronic pain stimulus. Beccerra teaches a method, wherein said chronic pain 
stimulus is neuropathic pain, arthritic pain, or cancer pain (Page 25, Para 0296). 
Claim 12, 19, 30-32, 40-41, 47 & 54: Beccerra teaches, wherein said painful stimulus 
is a stimulus that induces a hypersensitive response (Page 39, Para 0465). Beccerra 
teaches testing drugs, which has desirable effects. It would have been obvious to one 
of ordinary skill in the art that a desirable effects for testing would be a hypersensitive 
response especially when evaluating drugs (Page 39, Para 0465). 
Claim 13: Beccerra teaches, wherein said first subject and said second subject are 
conscious (Page 37, Para 0438). Beccera'563 doesn't specifically teach the subjects 
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being conscious. However, it is obvious to one of ordinary skill in the art that the subject 
were conscious to provide feedback to the VAs scale. 

Claim 20, 44 & 51: Beccerra teaches, wherein said analgesic is a channel blocker, 
antidepressant, ^-opioid receptor agonist, K-opioid receptor agonist, cannabinoid 
receptor agonist, nicotinic receptor agonist, or adrenergic receptor agonist (Page 8, 
Para 0129). 

Claim 21, 45 & 52: Beccerra teaches a method, wherein said analgesic is morphine 
(Page 15, Para 0192). 

Response to Arguments 

3. Applicant's arguments with respect to claim 1-54 have been considered but are 
moot in view of the new ground(s) of rejection. 

Conclusion 

4. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Helene Bor whose telephone number is 571-272-2947. 
The examiner can normally be reached on M-F 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eleni Mantis-Mercader can be reached on 571-272-4740. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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